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DETAILED ACTION 



Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 2-5 is rejected under 35 U.S.C. 102(b) as being anticipated by Kawata et 
al. (US Patent No. 5,833,672). Kawata discloses a catheter (Figs. 9-11), comprising: a 
proximal shaft (Figs. 9 and 10) defining a guidewire lumen (24; col. 15, lines 32-33) from 
a proximal end to a distal end thereof and an inflation lumen (22), wherein said inflation 
lumen is arcuate (Fig. 10 discloses that the inflation lumen 22 is arcuate) from said 
proximal end to said distal end (Fig. 9) of said proximal shaft; a first reinforcing member 
(3) and a second reinforcing member (6 is being interpreted as the second reinforcing 
member just as Applicant discloses that element 372 is a second reinforcing member of 
Fig. 3c in Applicant's drawings. Currently, Applicant does not further define any other 
structural limitations of the "second reinforcing member" in claim 2, and just as 372 is a 
structure that helps to form a lumen and is also a reinforcing member, so too does 
element 6 as disclosed by Kawata) disposed within said inflation lumen of the proximal 
shaft; and a distal shaft (Fig. 11) having a guidewire shaft (guidewire lumen 24 runs 
through the distal shaft) extending from said proximal shaft guidewire lumen to a distal 
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tip of the catheter such that the catheter has a full-length guidewire lumen (Fig. 1 1 
discloses that the guidewire lumen 24 extends the full length of the catheter), wherein 
said distal shaft has a greater flexibility that said proximal shaft (col. 3, lines 16-20). 

In reference to claim 3, Kawata discloses a transition section (Fig. 11, transition 
section is labeled 20a) having a proximal end (portion closest to 29) and a distal end 
(closest to 5), said proximal end communicating with said proximal shaft and said distal 
end communicating with said distal shaft (Fig. 11). 

In reference to claim 4, Kawata discloses that the first and second reinforcing 
members have a stiffness that is reduced from a proximal end to a distal end of said first 
and second reinforcing members extending into said transition section (col. 5, lines 23- 
24 and col. 5, lines 62-67; both members extend the length of the catheter, and 
therefore extend into the transition section). 

In reference to claim 5, Kawata discloses that an outer surface of one of said first 
and second reinforcing members forms a portion of a surface of the guidewire lumen 
(Fig. 10). 

Claims 6, 9-12, 17 and 18 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Kawata et al. (US Patent No. 5,833,672). Kawata discloses a catheter 
(Figs. 9-11) comprising: a proximal shaft (Fig. 11, section 30a) defining a guidewire 
lumen (Fig. 10, 24) and an inflation lumen (22), wherein said inflation lumen is arcuate 
shaped (22 is arcuate shaped); a first reinforcing member (9) having a first wall 
thickness, a first convex surface, and a first concave surface, forming a partial annulus; 
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a second reinforcing member (6) having a second wall thickness, a second convex . 
surface and a second concave surface, wherein the second reinforcing member is 
mechanically coupled to the first reinforcing member such that the second convex 
surface is directed toward the first concave surface so that the combination of the first 
reinforcing member and the second reinforcing member forms a fluidly sealed tube (Fig. 
10); and a distal shaft (Fig. 1 1 , portion 20a) wherein said distal shaft has a greater 
flexibility than said proximal shaft (col. 3, lines 16-20). 

In reference to claims 9 and 10, Kawata discloses that the first and second 
reinforcing members are polymeric (col. 9, lines 12-17). 

In reference to claim 1 1 , Kawata discloses that the first reinforcing member and 
the second reinforcing member are mechanically coupled together (via element 3). 
MPEP 21 13 recites that "product-by-process claims are not limited to the recited steps, 
only the structure implied by the steps". Therefore Kawata anticipates claim 1 1 , as it 
discloses the structure of the first and second reinforcing members being mechanically 
coupled. 

In reference to claim 12,, Kawata discloses that the second wall thickness is 
smaller than the first wall thickness (Fig. 10). 

In reference to claims 17 and 18, Kawata discloses that the first and second 
reinforcing members are made of thermosetting plastic (col. 9, lines 12-17). 



Application/Control Number: 10/807,434 
Art Unit: 3767 



Page 5 



Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co.', 383 U.S. 1 , 148 

USPQ 459 (1966), that are applied for establishing a background for determining 

obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

Claim 1 is rejected under 35 U.S.C. 103(a) as being unpatentable over Kawata et 
al. (US Patent No. 5,833,672) in view of Crittenden et al. (US Patent No. 4,988,356). 
Kawata discloses the device substantially as claimed including: a catheter (Figs. 9-11), 
comprising: a shaft portion defining a guidewire lumen (Fig. 10, 24) and an inflation 
lumen (22), wherein said inflation lumen is arcuate shaped (22 is arcuate shaped in Fig. 
10); a generally tubular reinforcing member (9) having a first wall thickness, and a 
cross-section of a partial annulus; and a curved elongated reinforcing member (6) 
having a second wall thickness smaller than the first wall thickness, wherein the curved 
reinforcing member is disposed on the first generally tubular reinforcing member such 
that the combination of the generally tubular reinforcing member and the curved 
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elongate reinforcing member form the walls of the inflation lumen (22) and an upper 
surface of the curved reinforcing member forms a portion of the guidewire lumen (24). 
Kawata, however, does not disclose that the inflation lumen has a longitudinal cut 
extending radially to the shaft of the guidewire lumen. Crittenden, however, discloses a 
catheter with a longitudinal cut (Figs. 2 and 5, cut is 28) extending radially from an outer 
surface of the shaft to the guidewire lumen. Therefore it would have been obvious to 
one of ordinary skill in the art at the time of the invention to have modified Kawata with 
the longitudinal cut, as taught by Crittenden, in order to provide a means for inserting or 
removing an object, such as a guidewire. 

Claims 7 and 8 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Kawata et al. (US Patent No. 5,833,672). Kawata discloses the device substantially as 
claimed including first (9) and second (6) reinforcing members (Fig. 10), however, 
Kawata does not disclose that the reinforcing members are made of metal. It would 
have been obvious to one of ordinary skill in the art at the time of the invention to have 
made the first and second reinforcing members of metal in order to provide more rigidity 
and better reinforcement properties to the catheter, since it has been held to be within 
the general skill of a worker in the art to select a known material on the basis of its 
suitability for the intended use as a matter of obvious design choice. In re Leshin, 125 
USPQ416. 
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Allowable Subject Matter 

The indicated allowability of claims 1, 6-12, 17 and 18 is withdrawn in view of the 
newly discovered reference(s) to Kawata et al. and Crittenden et al. Rejections based 
on the newly cited reference(s) follow. 

Claims13-16 are objected to as being dependent upon a rejected base claim, but 
would be allowable if rewritten in independent form including all of the limitations of the 
base claim and any intervening claims. 

Response to Arguments 

Applicant's arguments, see after final arguments, filed 6/21/2007, with respect to 
the catheter not having a guidewire lumen that extends the full length of the catheter 
have been fully considered and are persuasive. The rejection of claims 2-5 has been 
withdrawn. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Laura C. Schell whose telephone number is (571) 272- 
7881 . The examiner can normally be reached on Monday-Friday 9am-5:30pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Kevin Sirmons can be reached on (571) 272-4965. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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